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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)[3 Responsive to communication(s) filed on 12 January 2006 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1^3 is/are pending in the application. 

4a) Of the above claim(s) 2 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1 and 3 is/are rejected. 

7) D Claim(s) is/are objected to. 
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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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Priority under 35 U.S.C. § 119 
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1 .□ Certified copies of the priority documents have been received. 
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1 . Claims 1-3 are pending, and claim 2 is withdrawn from consideration as being 
drawn to a non-elected invention 

2. Claims 1 and 3 are under examination. 

3. Applicant's election with traverse of Group I, claims 1 and 3, in the reply filed on 
January 12, 2006 is acknowledged. The traversal is on the ground(s) that searching 
Groups I and II together would not pose a search burden. This argument is not found 
persuasive because, while the searches for the inventions of groups I and II would be 
overlapping they would not be coextensive. The search for the invention of group I 
would include a search for a composition comprising the recited polypeptide, whatever 
the intended use of the composition, whereas a search for the method of method of 
group II would include a search on all methods of treating cancer with MUC-1 
compositions, including DNA compositions. Therefore, a search for one group would 
not be coextensive with a search for the other group. Thus, the requirement for 
restriction is deemed proper and is therefore made FINAL. 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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5. Claims 1 and 3 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Hoover (1993, J. Clin. Oncol. 11(3):390-9), as evidenced by Byrd (2004, Cancer and 
Metastasis Review 23:77-99). 

The claims are drawn to a composition for preventing or treating cancer in a 
subject comprising at least a portion of a MUC1 cytoplasmic tail peptide of SEQ ID 
NO:1 (claim 1), wherein at least a portion of a MUC1 cytoplasmic peptide of SEQ ID 
NO:1 comprises a vaccine. 

It is noted that the recitation of "for preventing or treating cancer" in claim 1 and 
"comprises a vaccine" are merely suggestive of an intended use and are not given 
weight for purposes of comparing the claims with the prior art. The claims read on the 
active ingredient perse, which is "at least a portion of a MUC1 cytoplasmic tail peptide 
of SEQ ID NO:1". 

Hoover et al. describe clinical trials wherein patients with Dukes' B2 or C3 were 
treated with an autologous tumor-bacillus Calmette-Guerin (BCG) vaccine composition 
(abstract). The vaccine compositions comprised a patient's autologous tumors cells 
combined with bacillus Calmette-Guerin. As evidenced by Byrd et al., MUC-1 is 
expressed in colon cancer cells (page 82). Thus, the autologous tumor cell vaccine 
compositions of Hoover would comprise a cytoplasmic tail peptide of SEQ ID NO:1 . 
Thus, all of the claim limitations are met. 

6. Claims 1 and 3 are rejected under 35 U.S.C. 102(e) as being anticipated by WO 
02/058450. 

The claims are drawn to a composition for preventing or treating cancer in a 
subject comprising at least a portion of a MUC1 cytoplasmic tail peptide of SEQ ID 
NO:1 (claim 1), wherein at least a portion of a MUC1 cytoplasmic peptide of SEQ ID 
NO:1 comprises a vaccine. 
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It is noted that the recitation of "for preventing or treating cancer" in claim 1 and 
"comprises a vaccine" are merely suggestive of an intended use and are not given 
weight for purposes of comparing the claims with the prior art. The claims read on the 
active ingredient perse, which is "at least a portion of a MUC1 cytoplasmic tail peptide 
of SEQ ID NO:1". 

WO 02/058450 describes a composition comprising a polypeptide having the 
amino acid sequence of SEQ ID NO:1 of the instant application, which is a molecule 
comprising at least a portion of cytoplasmic tail, a composition comprising a polypeptide 
having the amino acid sequence of amino acid residues 1 to 42 of SEQ ID NO:1 of the 
instant application, which is a molecule comprising at least a portion of the cytoplasmic 
tail, and a composition comprising a polypeptide having the amino acid sequence of 
amino acid residues 22 to 72 of SEQ ID NO:1 of the instant application, which is a 
molecule comprising at least a portion of the cytoplasmic tail (page 46, Example 6, and 
Figure 7A). A comparison of the cited sequences with SEQ ID NO:1 is included 
herewith as an Appendix A to this Action. 

7. Claims 1 and 3 are rejected under 35 U.S.C. 102(e) as being anticipated by US 
Patent 6,548,643. 

The claims are drawn to a composition for preventing or treating cancer in a 
subject comprising at least a portion of a MUC1 cytoplasmic tail peptide of SEQ ID 
NO:1 (claim 1), wherein at least a portion of a MUC1 cytoplasmic peptide of SEQ ID 
NO:1 comprises a vaccine. 

It is noted that the recitation of "for preventing or treating cancer" in claim 1 and 
"comprises a vaccine" are merely suggestive of an intended use and are not given 
weight for purposes of comparing the claims with the prior art. The claims read on the 
active ingredient per se, which is "at least a portion of a MUC1 cytoplasmic tail peptide 
ofSEQIDNO:1". 
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US Patent 6,548,643 teaches conjugates between an antigen and a 
carbohydrate polymer, wherein the conjugates may be immunogenic vaccines, and 
wherein the conjugates may especially comprise contain one or more repeated subunits 
of human mucin or non-repeated repeated regions of human mucin (abstract). US 
Patent 6,548,643 also teaches that immunogenic peptides may be derived from the 
extracellular region or intracellular region of MUC1 (column 8, lines 14-16), and that 
preferred peptides comprises amino acids 1-21 or 35-54 of the intracellular portion of 
MUC 1 (i.e. of SEQ ID NO:1 of the instant application) (columns 7 and 8, lines 25-43 
and SEQ ID NOs:16 and 17), which are at least a portion of cytoplasmic tail. A 
comparison of the cited sequences with SEQ ID NO:1 is included herewith as an 
Appendix to this Action. Thus, all of the claim limitations are met. 

8. No claims are allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Catherine M. Joyce whose telephone number is 571- 
272-3321. The examiner can normally be reached on Monday thru Friday, 10:15 - 6:45. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). a [i 



Conclusion 
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